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Acute Hepatitis and Liver Failure Following the Use of a Dietary
Supplement Intended for Weight Loss or Muscle Building

Summary: Recently, a number of previously healthy individuals developed acute hepatitis and sudden
liver failure of unknown cause after using a dietary supplement for weight loss or muscle building. CDC
recommends increased vigilance by public health agencies, emergency departments, and healthcare
providers for patients who develop acute hepatitis or liver failure following use of a weight loss or muscle
building nutritional supplement. CDC requests that state health departments report such occurrences to
the CDC. CDC also recommends that, as part of a comprehensive evaluation, clinicians evaluating
patients with acute hepatitis should ask about consumption of dietary supplements.

Background:

On September 9, 2013, the Hawaii Department of Health (DOH) was notified of seven patients with
severe acute hepatitis and sudden liver failure of unknown cause. The patients were previously healthy
and sought medical care from May through September 2013. Clinicians reported that the seven patients
had all used OxyELITE Pro, a dietary supplement marketed for weight loss and muscle gain, prior to
illness onset.

The investigation is ongoing and the data presented are preliminary. Thus far, clinicians have reported 45
patients to the Hawaii DOH in response to a public health alert. Of those, 29 patients, including the
original seven, were confirmed to have acute hepatitis after using a nutritional supplement for weight loss
or muscle building. The median age of the 29 patients is 33 years; 14 (48%) are male. The date of the
first reported laboratory test was used as a proxy for illness onset and ranged from May 10 through
October 3, 2013. The most commonly reported symptoms included loss of appetite, light-colored stools,
dark urine, and jaundice. Median laboratory values reported at the peak of illness were the following:

aspartate aminotransferase (AST) 1,128 IU/L;
alanine transaminase (ALT) 1,793 IU/L;
alkaline phosphatase 150 IU/L; and

total bilirubin 12.6 mg/dL.

Ten patients had liver biopsy data available at the time of this report. Seven had histology consistent with
hepatitis from drug/toxic injury, with findings including hepatocellular necrosis and cholestasis. Three
patients had liver biopsy findings of acute hepatitis associated with other etiologies such as autoimmune
hepatitis. Eleven (38%) patients were hospitalized, with a median duration of seven days. One patient
died, and two patients received liver transplants. Two remain hospitalized, and all other hospitalized
patients have been discharged.

Of the 29 identified patients, 24 (83%) reported using OXyELITE Pro during the 60 days prior to illness
onset. There was no other dietary supplement or medication use reported in common by more than two
patients.



National case finding efforts have identified several individuals from states outside Hawaii with reported
OxyELITE Pro or other weight loss or muscle building dietary supplement use prior to the development of
acute hepatitis of unknown cause. CDC, in collaboration with state health departments, is collecting
additional clinical and epidemiologic information from these individuals to determine if this outbreak is
national in scope.

Case definition:

An individual with acute-onset hepatitis of unknown etiology that developed symptoms on or after April 1,
2013 following use of a non-prescription weight loss or muscle building dietary supplement during the 60
days prior to illness onset.

With acute-onset hepatitis of unknown etiology defined as having BOTH:
- ALT > 4 times the upper limit of normal
- Total bilirubin > 2 times the upper limit of normal
AND
-negative workup for infectious or other explicative etiologies for hepatitis. Workup for
other potential etiologies should include:
- Hepatic imaging (i.e., ultrasound/doppler, CT scan, MRI) not consistent with
alternative, explicative etiologies
- Negative viral hepatitis panel
- No pre-existing diagnosis of chronic liver disease (e.g., autoimmune hepatitis,
primary biliary cirrhosis, primary sclerosing cholangitis, Wilson’s disease,
hemochromatosis)
- No recent hypotensive shock or septic episodes
- No history of alcoholism documented in medical records

Recommendations:

e Clinicians evaluating patients with acute hepatitis should ask about consumption of dietary
supplements as part of a comprehensive evaluation.

¢ Clinicians should report patients meeting the case definition to the local or state health
department, as well as the US Food and Drug Administration’s MedWatch program online at
https://www.accessdata.fda.gov/scripts/medwatch/ or by phone at 1-888-INFO-FDA.

e People who use dietary supplements for weight loss or muscle gain should do so with caution
and under a medical provider’s close supervision.

For more information:

State public health agencies should contact CDC at (866) 933-5295 if they identify patients who meet the
case definition.

DHEC contact information for reportable diseases and reporting requirements

Reporting of diseases is consistent with South Carolina Law requiring the reporting of diseases and
conditions to your state or local public health department. (State Law # 44-29-10 and Regulation # 61-20)
as per the DHEC 2013 List of Reportable Conditions available at:
http://www.scdhec.gov/health/disease/reportables.htm

Federal HIPAA legislation allows disclosure of protected health information, without consent of the
individual, to public health authorities to collect and receive such information for the purpose of preventing
or controlling disease. (HIPAA 45 CFR 8§164.512).


https://www.accessdata.fda.gov/scripts/medwatch
http://www.scdhec.gov/health/disease/reportables.htm

Regional Public Health Offices — 2013

Mail or call reports to the Epidemiology Office in each Public Health Region.

LOW COUNTRY PUBLIC HEALTH
REGION

Berkeley, Charleston, Dorchester
4050 Bridge View Drive, Suite 600

N. Charleston, SC 29405

Phone: (843) 953-0043

Fax: (843) 953-0051

Nights / Weekends: (843) 441-1091

Beaufort, Colleton, Hampton, Jasper
219 S. Lemacks Street

Walterboro, SC 29488

Phone: (843) 549-1516

Fax: (843) 549-6845

Nights / Weekends: (843) 441-1091

Allendale, Bamberg, Calhoun, Orangeburg
PO Box 1126

1550 Carolina Avenue

Orangeburg, SC 29116

Phone: (803) 268-5866

Fax: (843) 549-6845

Nights / Weekends: (843) 441-1091

MIDLANDS PUBLIC HEALTH REGION

PEE DEE PUBLIC HEALTH REGION
Chesterfield, Darlington, Dillon, Florence,
Marlboro, Marion

145 E. Cheves Street

Florence, SC 29506

Phone: (843) 661-4830

Fax: (843) 661-4859

Nights / Weekends: (843) 915-8845

Clarendon, Lee, Sumter

PO Box 1628

105 North Magnolia Street
Sumter, SC 29150

Phone: (803) 773-5511

Fax: (803) 775-9941
Nights/Weekends: (843) 915-8845

Georgetown, Horry, Williamsburg
1931 Industrial Park Road

Conway, SC 29526-5482

Phone: (843) 915-8804

Fax: (843) 365-0085
Nights/Weekends: (843) 915-8845

UPSTATE PUBLIC HEALTH REGION

Kershaw, Lexington, Newberry, Richland
2000 Hampton Street

Columbia, SC 29204

Phone: (803) 576-2749

Fax: (803) 576-2993

Nights / Weekends: (888) 554-9915

Chester, Fairfield, Lancaster, York
PO Box 817

1833 Pageland Highway

Lancaster, SC 29720

Phone: (803) 286-9948

Fax: (803) 286-5418

Nights / Weekends: (888) 554-9915

Aiken, Barnwell, Edgefield, Saluda
222 Beaufort Street, NE

Aiken, SC 29801

Phone: (803) 642-1618

Fax: (803) 643-8386

Nights / Weekends: (888) 554-9915

Anderson, Oconee

220 McGee Road

Anderson, SC 29625

Phone: (864) 260-5801

Fax: (864) 260-5623

Nights / Weekends: (866) 298-4442

Abbeville, Greenwood, Laurens, McCormick

1736 S. Main Street

Greenwood, SC 29646

Phone: (864) 227-5947

Fax: (864) 942-3690

Nights / Weekends: (866) 298-4442

Cherokee , Greenville, Pickens
PO Box 2507

200 University Ridge

Greenville, SC 29602-2507

Phone: (864) 372-3133

Fax: (864) 282-4373

Nights / Weekends: (866) 298-4442

UPSTATE PUBLIC HEALTH REGION
(continued)

Spartanburg, Union

PO Box 2507

200 University Ridge

Greenville, SC 29602-2507

Phone: (864) 372-3133

Fax: (864) 282-4373

Nights / Weekends: (866) 298-4442

DHEC Bureau of Disease Control
Division of Acute Disease Epidemiology
1751 Calhoun Street

Box 101106

Columbia, SC 29211

Phone: (803) 898-0861

Fax: (803) 898-0897

Nights / Weekends: 1-888-847-0902

South Carolina Department of Health
and Environmental Control

www.scdhec.gov

Categories of Health Alert messages:
Health Alert
Health Advisory
Health Update
HAN Info Service

Conveys the highest level of importance; warrants immediate action or attention.

Provides important information for a specific incident or situation; may not require immediate action.
Provides updated information regarding an incident or situation; unlikely to require immediate action.
Does not require immediate action; provides general public health information.




